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PURPOSE

DEFINITIONS

RSD=Relative Standard Deviation

Intra-vial RSD= the variation between aliquot to aliquot of the same vial
Intra-lot RSD= the variation between vials from the same lot

Inter-lot RSD=the variation between different lots of the same product
CofA=Certificate of Analysis

Table 1. Organisms Included in Study.

Organism Name Culture ID BTF Part Remel Part | MicroBiologics
Number Number Part Number

Aspergillus brasiliensis NCPF 2275, 56011 R4711100 0392A
ATCC 16404

Bacillus subtilis NCTC 10400; 56012 R4711221 0486A
ATCC 6633

Candida albicans NCPF 3179; 56013 R4711503 0442A
ATCC 10231

Escherichia coli NCTC 12923; 56016 R4717085 0483A
ATCC 8739

Pseudomonas NCTC 12924; 56017 R4715210 0484A

aeruginosa ATCC 9027

Staphylococcus aureus NCTC 10788; 56019 R4717016 0485A
ATCC 6538

Description of Products Included in this Evaluation

«BioBall™ MultiShot 550 consists of a vial that contains a small, freeze-dried sphere containing
an average of 500-600 CFU per sphere. When rehydrated with 1.1mL of the BioBall™
rel_hydrtaﬁon fluid, each vial provides ten aliquots each containing 10-100 organisms per 0.1mL
aliquot.

« BioBall™ MultiShot 550 can be rehydrated with rehydration fluid designed for 8 hour stability
(BTF Part Number 56021) or with an alternate rehydration fluid which allows the suspension to
be frozen and then utilized up to 14 days later (BTF Part Number 410386).

Remel Quanti-CultPlus consists of a vial which contains a film of organisms attached to the
inside cap. When rehydrated with 1.2mL of the Quanti-Cult rehydration fluid, each vial provides
ten aliquots each containing <100 organisms per 0.1mL aliquot.

» MicroBiologics EZ-Accu Shot™ consists of a vial containing a lyophilized pellet of a
quantified organism population. When rehydrated with 1.2mL of the EZ-Accu Shot™

MicroWorks, Inc.

CONCLUSIONS
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Figure 1. Intra-vial RSD at Time O - Aspergilius brasiliensis
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Figure 2. Intra-vial RSD at 14 Days or 8 Hours - Aspergillus brasiliensis
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Flgure 3. Intra-Lot Varlation by Product at Time
- brasiliensis
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Figure 4. Intra-Lot Variation by Product at 14
Days or & Hours - Aspergillus brasiliensis
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Figure 5. Inter-Lot Variation by Product st Time
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Figure 6. Inter-Lot Variation by Product at 14
Days or & Hours - Aspergillus brasiliensis
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Figure 7. Comparison of Mean Aliquat CFU Time Zero .
& After Storage vs. Cofl - Aspergillus brasiilensls
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Table 2. Summary of Organism Recovery and Incubation Conditions.
Organism Recovery Medium Inc%l:na:on TT;::?;E?‘!

Aspergillus brasiliensis Sabouraud Dextrose Agar 3-5 days 20-25°C
Bacillus subtilis Trypticase Soy Agar 2-3 days 30-35°C
Candida albicans Sabouraud Dextrose Agar 3-5 days 20-25°C
Escherichia coli Trypticase Soy Agar 2-3 days 30-35°C
Pseudomonas aeruginosa Trypticase Soy Agar 2-3 days 30-35°C
Staphylococcus aureus Trypticase Soy Agar 2-3 days 30-35°C




Figure &, Intra-vial RSD at Time 0 - Bocillus subtiils
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Figure 9. Intra-vial RS0 after 14 days or & Hours -

Bacilus subtills
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Figure 10, Intra-Lot Varlation by Product Time Figure 11. Intra-Lot Varlation by Product at 14
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Figure 12. Inter.Lot Varistion by Product Time Figure 13. Inter-Lot Variation by Product at 14
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Figure 29. intra-vial RSD at Time 0 - Preudomanas ceruginase
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RESULTS FOR
CANDIDA ALBICANS
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Figure 15, Intra-vial RSD st Time 0 - Candida afbicans
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Figure 16, Intra-vial RSD at 14 Days of 8 Hours -
Candida albicans
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Figure 17. Intra-Lot Variation by Product Time
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Figure 18. Intra-Lot Variation by Product at 14
Days o B Hours - Condida albicans
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Figure 20. Inter-Lot Variation by Product at 14
Durys or 8 Hours - Candida albicans
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Figure 30, Intra-wial RS0 st Teme 13 Days or 8 Hoairs -
Prendamanas seruglnasa
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Figure 31. Intra-Lot Variation by Product Time

Zero - Pseudomonas seruginosa

[Figure 32. Intra-Lot Varkation by Product at 14
Durys or 8 Hours - Preudomonas aernsginosa
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Figure 33. Inter.Lot Varlation by Product Time

Zero - Pyeudomonas ceruginese
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Figure 36. Intra-vial RSD at Time 0 - Staphylococcus gurews
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Figure 22. Intra-vial RSD at Time 0 - Escherichia colf
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Figure 24. Intra.Lot Varlation by Prodisct Time
Zave - Escherichia coll

Figure 25. Intra-Lot Variation by Product at 14
Days of 8 Hours - Escherichia coll
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Figure 27. Inter-Lot Variation by Product at 14
Days or B Hours - Escherichia coll
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Figure 37. Intra-vial RSD at 14 Days or 8 Hours -
TS
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Figure 38. Intra-Lot Varlation by Product Time
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Figure 33, Intra-Lot Varlation by Product at 14
Days or 8 Hours - Staphylococcus aureus
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Figure 41. Inter-Lot Variation by Product at 14
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COMPARISON TO CofA
Figure 42, Comparisen of Mean Aliquet CFU Time Zero
& Afver Szorage vi. CofA - Staphylococous aureus
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COMPARISON TO CofA

Figure 38, Comparison of Mesn Allquot CFU Time Zero
& Ater Storage ve. Cofh - Pacherichio coll
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